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INDUSTRY- SPONSORED RESEARCH AND CONSULTATION; ' , J < 
RESPONSIBILITIES OF THjE 'I'NSTITUTION AND THE INDIVIDUAL ^ E 

in lat^e 1977, Representative- Paul G. Rogers asked Dr. - 
John A. D, Cooper of the Association of American Medical ' > 
i/N Colleges for hi^ personal comments and thoughts on a series * 

^ of questions about industry-sponsored research in .nodical 

schools* Dr. Cooper felt that the AAMC should respond as 
an organization to' the questions asked by Mr. Rogers. In 
• preparing its response the AAMC surveyed schools- of nedicme 
and academic* societies asking ther. to. review their existina* 
\ policies and tq submit their views on the questions :>os'ed 
dealing with the issues of propriety, insCl^tj^onal safe- 
guards, and individual reponsibilities . Since' industry- 
sponsored re-search and consultation to industry are often 
linked, as was the case in tir^^uh^ic hearing on pesticides 
cited by Mr. Rogers, both activities are addressed bvr this 
\^ response. . * ' 

• Propriety 



l89it proper for public or publicly funded ur.iversities , health 
profeseioTis^ eahools and research centers to conduct directed research 
funded by private^ profit^rraking nanufacturera who have a direct economic 
f interest in the research outcome? 

Analysis 

In general, uf^iversiti^s nay appropriately und^take 
re^^rch sponsored by Industry provided that such ac^.ivities 
further^ the essential purpose of the university which is to 
.preserve- and enlarge man's store- of knowledge and to ir.patt.^ 
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it to ;8udents. Indeed, collaborative research involving 
private industry aind. universities provides a port:ion of the 
broad scientific information/b^&e that often serves the 
public Interest as well as. the private interest of the spon- 
soring industry. Most medical schools are guided by admin- 
irtrative policies which recognize the ethical and legal 
responsibilities to be observed in th6 approval of research 
proposals and are careful' to distinguish between routine 
testing of coEuaercial products and research projects that 
further the essential purpose of the university'. It should 
be noted, however, 'that schools of medicine generally dp not 
view classified research, whether sponsored by government or 
industry, as bein^ cc^patible with -the essential purpose of 
the university in that free discussion and open publication 
may be prohibited. . 

The. research competence found in schools of medicine is 
a unique national resource fpr which np alternative exists 
and* which has a responsibility to .serve society as a whole. ' 
Workers, public interest groups. Federal, state and local 
government, and the general public are often indirect bqne- 
ficiaries of collaborative research between rsedical schools 
are! industry. Further, a national research enterprise with 
a broad base of support from all sectors — voluntary health 
organizations, private foundations, Federal agencies and 
pr<yate^ industry — may orovide th% most; reliable guarantee to 
the nation that the research required by different segments 



of society is. impartial and objective. Attainment of these 
ideals, however, will usually depend on effective institutional 
•safeguards, and this is true even if the school accepts no. 
industry-sponsored ^research. . ' 

Recoosmendat 



dation ^ ' t 

— ^ " ^. . k 

It is appropriate for universities, ftealth professions' 

schools and research centers to conduct industrv-scorsorec 

• * ^ ' ■» * 

researph, provided that such resfe6rch ser^/es 'the ^bublic interest 
and is costpatible vith the goals, cbjectivas and traditions 
of the institutions. 



Institutio/ial Safeguards 



Vhat Bafeguj^Tce eziet ct cc-uli ie imritut^d tp assure e:rpeditiT^3 
disclosiJt^e of reeecTch findirics i'^dCccri-ng tcteKficly^ eer^lcue zT^rae 
effects on public health? ^h^t czre the ezhioal r^apC-Keib^lliti-es cf 
reaeccrch acientiets and hcJ ehoul^d ir-^zituti^cnal aa^ea-^xTds ze ^c^lzcred? 



Analysis 

* Universities and schools of nedicine have established 
systems of institutional safecuards which contribute to sci- 
entific excellence, crotect huran sub-^ects and reet other 
administrative requirements the uriversityT^ Adr ini strati ve 
policies generally insure the right of the investigator to 
publish research findings in^ the^scientific literature but 
have not addressed a number of oth,er tx>tential oroblens linked 
to resear-ch sponsored by parties having a direct Interest in 
health and safety regulation. ' « - 

During the past few years, najor changes have occurred in 
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'legislation and regulations desigr.ed to protect public health 
and to minimize safety hazards. University research,' whether 
sponsored by govGrnment or industry, plays an important role 
in these regulatory decisions which affect the health, the 
quality of life and the/ economy^ of ^ the nation . Several 
^ aspects t>f recent ^egiiiatory deveJ-Oprnents ^hich seer highly 
relevant )incl\^de : reporting reoui regents and their effect 

' on publication.; patents and proprietary rights? and previ- 
ously ^unpublished r'esearch data* 



Reporting Requirements . In the D3C? hearings it was alleged 
that all research reports showing adverse effects were not - 
included in a manufacturer's suhc:ission to a- regulatory 
agency. Results of -the research conducted in an acaderic 
institution were reported in the open scientific literature 
several- years after the study was completed. This delay in 
reporting and publication vould bf less likely .to occur m ^ 
the future. Under regulations awaiting final promulgation, 
new evidence of significant health hazards attributable to 
a chemical covered by the Toxic Substances Control ^-ct rust 
be reported to the Enviscnnental Protection Agency "not ^arer" 
than fifteen workinc dBys after the in^stry becomes aware 
of the new evidence. Further, industry will have 6 0 days 
after final rule m.aking to report any existing but previously 
iinreported evidence which indicates an unrecognized health 
hazard. 

* 

Existing or proposed Federal regulations published by 

.4-5 



agencies dealing with* consuroer products, drugs, pesticides 
and toxic substamces clearly pl/ice -on .the sp>onscf^ing industry 
^e primary respx^nsibility for .expeditious disclosure tJ the 
appropriate regulatory agency of research findings indicating 
a previously unrecognized health or. safety risk.^i.^ The right 
of ^individuals to report healtiv and safety ri^ks is also* 
recognized and protected by the^e agencies'. Pr^blfens cCnld 
aurise if a coicbatiy failed tc.meet its responsibilties or if 
disagreement arose between an investigator and the sponsor ir a 
coTspany on the presence or the significance of a health or 
safety risk. * 

The proposed regulations will cteate at least ^ne new 

» 

problem for the scientific eornrunity- Under ther, it is 

m 

almost inevitable that reporting t>c Federal agencies will' 
precede pmblicaticn in the open scientific literature by at 
least several months because of the irreducible time period 
required by journals for review and publication. Since 
scientific journals are sometimes reluctant to publish * 
research findings previ^a^sly announced by "the Government and 
reported in the press, some- accommodation should be negoti- 



ated ^o assure that prompt reporting to Federal agencies does 
not inadvertently j€?opardiz^ the invaluable process of peer 



/I Consumer Eiroduct Safety Commission {16CFR 1115,1116) 
Substantial Product -Hazards, Proposed Reporting Requirements 
for Manufacturers, Importers, Distributors, and Retailers of 
Products; Enviri&nroental Protection Agency ('40CFR Part 162) 
Pesticides Prograas Guidelines for Registering Pesticide^ in 
the United StattfX Environaental Protection 'Agency , Toxic Sub- 
stances Control Act Notification of Substantial Risk Under 
Section 8{e) stAteroent of interpretation and enforcement p61icy 



review associated with ^ientific publication in refereed . 
joiimal's. , . ' . . 

Patents and Proprietary Right 8> * Government • ^d industry are 
cxirrently in the process of working out V^ocedxxres that will 
protect the propriietary rights of indus;try while meeting the 
tiioel? reporting requirements- of hea:^,th and safety regula- 
tory agencies. With timely reporting to regulatory -agencies - 
Assured, the^ policies of some univer^iti^ permit agreements 
that, allow a dela^ in open publication of 'research results 
for a short period while .patent applications are being filed 
by industry. Such- delays should be left to the discretion' 
id judgment of the investigator and the university. .They 
should not be automatically viewed «as the withholding of ^ 
information. 

Previously Unpublished Data. The lack of an easily accessible, 

•comprehensive corpus of informat^ion about health and safety 

hazards of chemicals is 'a longstanding problem which has 
« 

become more important with the passage o5 the Toxic Subs'tance 

Control Act. Old \inj5ublished research on any part^J^l^r 

chemical entity is likely to have been fragmented and to have 

involved a number of different investigators, lotated m more 

' tham one institution and sponsored by more than one company 

Qr by both government and industry. Some of these studies 

involved /juick evalua'tiona abruptly terminated when compounds 

proved too toxic for. further development. Mtoy others fielded 

yTJegative results that were- deemed of little interest t^ sci- 

* i . t 
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entifio journals^ Collecting, abstract|irig, collating, evalu- 

ating and reporting this scattered '^information is clearly a 

*huge task that coulfi not «be under t^en by any individual 

investigator or oiniversity, Aqaderoic investigators could 

however cooperate with indifstrial ^r governmental efforts to 

gather all available information, of this character on impor- ' 

taut substances and to establish an inf orrr^ation system for 

1 

currently* unpiibjished research data, A careful study of the 
potential costs as well .as the possible benefits of developing 
such a system should be undertaken before any decision to ^ 
proceed is made, * ' ' ~ * 

Recommendations ^ ' . . ' . 



1/* Th6 administration and faculty of - each school of 
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n^ddcine should rfe-ex5unine their policies and procedures for 
review, approval and monitoring of research sponsored by 
industry. Where these are not documented, formal and offical 
statCTients should* be developed and published for th^ quJbance 
of faculty memb^rs^ * . . 

2. Research agreements with industry should incorporate 
these administrative principles: 

• An' industry sponsor should provide available informa- 
Jti'orl on the composition, structure, properties, 
toxicity* and potential safety hazards of the substance 

» to be investigated. J 

• An industry sponsor should agree to comply with the 
reporting requirements of governmeDtal: agencies and 



"and to take other 'steps which' may be necessary to ^ ^ 
protect the health of workerrs and the general public. 
Responsibility 'for- notification and counseling of 
those whose health* might ^be adversely affected should 
be explicitly assumed by the industry sponsor. * r 

• An industry sponsor should endorse the right of the 
academic investigator to publish research findings 

* ' in the scientific literature. 

• Payments to faculty members for research should be 

* V 

^ made exclusivej.y through the administrative mechanisms 

established by the school. ^ ^ 

3. Two specific actions miglit strengthen theSlnterrial 
» - . 

university system/for monitoring research and further assure * 
expeditious ^^sclostire of research findings indicating pre- 
viously unsuspected health risks. ^ 

• The sponsor should be required to return to the inves- 
tigator a certified copy of the investigated: ' s research 
report to the company. This certification should 
reaffirm that the sponsor will comply vith reporting, 
notification, and coiinseling requirements of the" original 

. research agreement. 

f Investigatyors should consult with their department, 
their institutional review board' and, if necessary, 
appropriate specialty groups *if the sponsotv is 

known gtr. suspected -of hot complying with repotting^ 

'« ' - • , • 

notification and counseling requirements. If those ^ 



consultefl- agree* that <fehe sponsor has jiot lived up to 
his agreement, appropriate governmental agencies shouJd 
be notified, 

/ ^ Federal information systems developed in implementing 
the Toxic ^Substance Control Act or the Na^'^onal Library of - 
Medicine toxicology irtforma'tion system should routinely 
include an adequate description of university research" projects 
sponsored by in<!ustry. 

* Individual Responsibilit^ies ' 

/' * 
What are the ethical responsibilities of acaderric researchers? 

Analysis 

^ ' All academic investigators have an ethical responsibility 
to contribute new information- 'to mankind's c^ommon storehouse of 
knowledge. In the realm of new information about health hazards 
this responsibility falls perhapfe more" heavily on physicians, 
because- -^hey are more likely ^to be involved with research^^ 
involving huAan subjects knd berj^use their mfedical education - 
and clinical experience nay provide them bfetter insight into 
potential health risks. The res^ponsibility of resear<:h Scientists 

'including phj^sipians, should be discharged through the formal 
process established -by society to protect and enhance. public 
health* Academic scientists cannot* and should not be expected 
to assume the-ethical responsibilities of industry, qovernnent * 

•worXers- and public interest- groups, all of whom have leqal and 
ethical responsibilities of their own. • The system will work -well 
only to the extent .tfeat each, segment meets its responsibilities. 

The professional integrity of \he facultifes' of the medical schools 



is probably, the str^i^est ethical force in the systetri/ 

PoTicies w)iich,deal in a general way with^ outside 

consultations and with conflicts of . interest' havie been 

a^,4opted by many universities* However, little specific 

attention has been- focused on the sofaewhat special problem 

of "consultation to industry and apparent conflicts of interest 

that may arise in such ■ situations with respect to regulatary 

matters* involving . health and safety. If a^ scientist ''employed 

by government, industry/ a union or a public interest group 

offers an 'opinion in a ^regulatory natter that ^individual ' s 

"interest" statu'3 is clear. On the ofher hand, acadenic 

consultants may participate in such matters without it being 

apparent to- all parti^s^ concerned that th£ academician has • ' 

received or is receiving support or consultation income ^rom a 

party to a dispute. Any real or apparent lack of^ opennesa on 

the part of the individual consultant could at the least be 

misleading • and might at Vorse* reflect adversely on the individual 

s . 

and the university. Responsible companies, , unions and agencies 
^'should "not- object to academic .consultants revealing their 
re^ations^p. Acaderfic consultants to industry should completeTy 
^.isclose such relationships in regulatory or' legislative hearings, 
^he hearing authority deserves to know of any potential basis 
for bias or fconflict of interest in^ a scientist's te?timon^/ and ' 
sttould URder no" circumstances be led tq believe thaf a witness 
IS aa academidian complistely uninvolved with .the issues in questio 
or the -parties af/ected by the hf^arirlgs. 

Academic consultants perform a wide variety of services 



for indiustries affecTted by health and safety regulation; 
several of these merit ^individual comment. 

• A consultant itiay be a participant in a'' dispef^ed 
research project contributing special skills as, for 
example', a pathologist or a biostatis tician , c)^ 
serving as one of a group of collaborative investigators 
In this relAtionship' the 'consultaht has an' ethical ^ 

^^nd professional resp<3Visibility to understand 
^ latger • pro jecjtyafTd to remind the"^r inc^pal investigator 

of collecpive institutional -responsibilities 

• Con^ult^ants to industry nay also be asked to. plan 
/-^research programs ,* reView research proposals and 



:ilntif ic studies^. 



comment on scientific studies^. These are straiaht- 
^rward activities whiph should present no problem 
unless the acaden,ic researcher fails to disclose ;5uch 
^relatiohshdps '-a^propr iately in pubjlic ^rums. 

• Cbnsultants often undertake clifiical evaluations for 
purpos'es of worker compensation, according to agreed 
upon procedures established by 'the individual states 

"that protect the rights of all, concerned parties. 

• ;€phsulta/its may J^e ^asked to help identify potential 

hatea^ds or appraise theisms ignificance* In this case 
"^he' indiistry has the rejgpcH^ibllity of' notifying and 
cc/unseling its workers about any potential hazards. 
If -a significaYit new health risk attributable to 

' . . . • , 

/ 6heinical exposures is encoun-tiered, the legal 

responsibility 6f indtistry to report to governnent 

f 
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N 

is* Clear, The consultant ind the practicing physician 

mig^t encounter problems * in two simiXar situations, 

Th€ f i^rst would occur if the relationship between 

exposure and disease is not clearly causal% and th^re 

was a legitilfiate difference o^jfa|^^ional opinion. ^ 

What should t^he consultant doJH^^^ciustfy believes - 

there is- no probl«n and the consultant's convinced 

' thit there may be a significajit health risk? The • 

secohd is one in vhich thi^^irelationphip.^ ^ 

^ exposure and disease is Jwefll established but, siBce 

the hazard is not new, reporting to a government^ 

agency may not be r^uired. Concerns about compensat 

or lieJDility litigation may make, the comp^rii^ -reluctant 

to confront the problem and take iftStessary remedial 

^ , , measures, vmat is the ethical responsibility of the 

consultant in this ca's4? With few exceptions,- neither 

the states or the Federal Government - have established 

effective* systems for reporting cases of recognized 

occupational or environmental diseases. ^ ^ 

Academic consultants occasionally relate to intermediary 

organizations that ii^ turn coatract with^ industry, labor or 

^ government.. In such cases the full ^isclosuife requirement would 

not b% met unless the coi>sultant were to identify not only the 

intennediary firm but also the group contracting >/i^h that firm. 

Recomroendajb ion s . ^ 

• \ l.'-The administration and faculty of each school of ^ ^ 

. "* * * 

• medicine should re-examine their policies ai?d procedures .fcr . 

■ consultancies relating to health aAd safety regulations.' 



J 
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• •2, Consultancy agreements shoul,d be augmented wher^e,"* . 
necessary to incorporate these etrhifcal and adiTiinistrative. 
principles: ' / . 

t An industry reeking dconsultatior^-^^hould agree to 

comply Vith th? reportinig requir^fents of ' governmental 

* - ' ^ / ^ 

' ,agtencies and tro take other steps which may be 

' necessary* to -protect the health of workers and the 

general public^ 

jdiar 



• If an interrneoTary consulting firm is involved' that, 

^firra should require that an i^ustry^eeking 
^ consultation comply with^the reporting requirements 

of governifiental agencies. 
#• The consultant should take additional steps if he or she 
' " s-crSpects that an industry or company is not appropriately 

responding to governmental reporting requirerfeiits Or* 
refuses to inform, a-nd counsel persons exposed to a ^ 

* significant health risk. In such cases consultants- 

f 

s'hould confer with their departnientT their institutional 
review board and, if necessary, - appropriate specialty 
groups. If there is agreement that ? significant health 
risk is bein^' hidden, appropriate governmental 
- Agencies should be r^ti&C^d, 
t .Fai^nts to faculty members for consultation should 
be made through administrative mechanisms established 
by the school. 

3. The Public Health Service^ working with the Association 
of ' State and Territorial Health Officers and appropriate 
specialty spcieties such as -the America^rt Occupat^ional -Medical 



Association; should develop* model legislation on the repoj^ting^ 

of cases of environmental ahd occupational ^diseases- which have. 
y . ' • . ^ , - 

• alteady been described in- the scientific literature, r 

4. Academic scientists should fully disclose their 

participation in industry-sponsored research projects. and 

their Sources of consultsmt income when involved rn any • 

phase Qf the .regulatory process. An acceptable raechanidra would 

be for individuals to list such activities on theit curriculum 

vitae. The information included should* Identify the specific 

c<Jmpany or industry requesting consultant services not just 

list an intermediary* consulting firm, 

Impleit^ntation and Monitoring 

' fc^jJit if am/, ethloal or legal ^de& should he eetciblished an4 hew 
might thqse be vrplementeU' and monitored to aaeicre espeditious disploeure 
of resGc^ch findingB iri^oating j^ndangerment to pid^lic health? 

Analysis ^ * * - 

The basic and best safeguard for assuring e:xpeditious 

' disclosure of signi^f icant^risks to the health' or workers or the 

public is the personal and ' ^cjientif ic inte'grity of the nation's 

^ ** 

I - .health professionals.- M^ny scientific disagreements ebcut ^ 

« 

health ris^s are to be expected and the expression of informed 
^ j • , scientific opinions should be encouraged. Academic scientists 
should be moije involved in, this process through Working with * ' 
industry^ laibor^ puHlic interest groups and government. Broader 
^ participation in the scientific aspects of regulatory policy- ; 
^has been inhibited to some extent •by attacks on the personal 
^ integrity of participating scientists. Heated criticism during 

>t - 14 - > 
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gublib, policy debates is in^itable and academic scientists 
' * - • * 

should be aareful to. se^parate personal values from objective 
scientific findings. 

The administrative principles already articulated^^provide 
sound guidance' for academic invest^ators and consultants^/ The 
collective wisdom and integrity of academic scientists will 
assist individui&l investigators or consultants who encounter 
problems or disagreements involving reporting, -tq governmental 
agencies, ej^?^itious disclosure to workers or the general 
public, and publication in the open scientific literature.^ These 
disagreements will at times Involve* legitimate differences of f 
scientific Opiiiion about complex -technical issues, •A sound 
administrative approach and collective scientific judgment is 
likely to be more useful and more effective thcfn formal 
leg'kl or ethical ^odes, . ' 

Recoramenda t ion s 

l.^Melkcal schools and academic research societies should 

consider ic^^tifying panels' of academ.ic sciehtists willing to 

- * ^ X 

serve as consultants for all -societal groups interested in 
*» • 

health and safety regulation. Foundation support, governmental 
support, or joint labor-management support could help establish 

• ( 

such panels. 

- ■ ■ . ' ' ^C ' . " " 

The Executive Council of the .^Association pf Ameriqan 

\ • ■• • I 

Medical 'colleges recommends that this report be^ ^i^ili zed as a 
discussion' document fqt consideration by^he faculties of 
fonstituent medical schools. Implementation and monitoring of 
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an effective systeb of safeguards for expeditious disclosure 
should he the responsibility of each educational institution. 

3, The AAMC would be pleased to review periodically . 
the subject of industry sponsored research aod consultation 
and to repprt to the Congress. * ^ 
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